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REVIEW FOR HFD-120 0cT 5

OFFICE OF NEW DRUG CHEMISTRY H -
MICROBIOLOGY STAFF HFD-805 STOMOn nAY
Microbiologist’s Review of NDA 21-121

September 21, 1999

A. 1. NDA NUMBER: NDA 21-121

APPLICANT: Alza Corporation
950 Page Mill Road
P.O. Box 10950 = -
Palo Alto, CA 94303-0802
650-494-5000

2. PRODUCT NAME: OROS® (methyiphenidate HCI)

3. DOSAGE FORM AND ROUTE OF ADMINISTRATION: Methylphenidate HCI
18 mg and 36 mg tablets, oral dosage.

4. METHOD OF STERILIZATION: none (non-sterile product)

5. PHARMACOLOGICAL CATEGORY and/or PRINCIPLE INDICATION: Central
nervous system stimulant. Proposed indication: Attention Deficit/Hyperactivity
Disorder ({ADHD) in children.

8. 1. DATE OF INITIAL SUBMISSION: July 15, 1898

2. CONSULT DATE: August 16, 1999

3. ASSIGNED FOR REVIEW: ' August 27, 1998

4. RELATED DOCUMENTS: 8/28/98 submission (IND 54,575)
C. REMARKS:

NDA 21-121, Vol. 1.4 p. 102-104 (Microbiology Summary), Vol. 1.5 p. 296-314
(Specifications), and Vol. 1.7 p. 95-127 (Stability) were provided for consult review.

The 8/28/98 submission
specification of the drug products. -

— provided for elimination of microbial limits



Alza Corp, NDA 21-121, OROS® (methylphenidate HCI) Microbiologist’s Review #]

D. CONCLUSIONS: The application is recommended for approval for issues
conceming product quality microbiology. Specific comments are provided in section “E.
Review Notes”. .
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Neal Sweeney, Ph.D. /

cc: NDA 21-121
HF D-120 Division File
HFD-120/D. Klein A.M. Homonnay
HFD-805/Consult file/N. Sweeney

Drafted by: N. Sweeney, September 21, 1999 \ “ ,
R/D Initialed by: P. Cooney, September 21, 1999 \s HC

]0"§"Cl'o)



R w“ —*A--.:“ﬁé‘;-;-’ R L

REQUEST FOR-CONSULTATION -

. [ VRl AZALTI 3ERVICE -
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NoS EA&-MAJMT »{s 3S New> Feemuladhoo 12| 199

J NEW PROTOCOL O RESPONSE TO DEFICIENCY LETTER

J PROGRESS REPORT O END OF PHASE I MEETING O FINAL PRINTED LABELING

J NEW CORRESPONDENCE 0O RESUBMISSION 0 LABELING REVISION

3J DRUG ADVERTISING O SAFETY/EFFICACY 0O ORIGINAL NEW CORRESPONDENCE
J ADVERSE REACTION REPORT O PAPER NDA O FORMULATIVE REVIEW

J MANUFACTURING CHANGE/ADDITION [0 CONTROL SUPPLEMENT mm (SPECIFY BELOW):

A MEETING PLANNED BY

mlc_@_l%}, Carse

STATISTICAL APPLICATION BRANCH

II. BIOMETRICS

STATISTICAL EVALUATION BRANCH

0O IN-VIVO WAIVER REQUEST

2 TYPE A OR B NDA REVIEW : O CHEMISTRY REVIEW
J END OF PHASE I MEETING ) /qa( O PHARMACOLOGY
3 CONTROLLED STUDIES A O BIOPHARMACEUTICS
3 PROTOCOL REVIEW / D U k O OTHER (SPECIFY BELOW):
J OTHER (SPECIFY BELOW): \ % q
-
' L. BIOPHARMACEUTICS .
a (0 -
DISSOLUTION O DEFICIENCY LETTER RESPONSE 2, R
J BIOAVAILABILTY STUDIES 0 PROTOCOL-BIOPHARMACEUTICS /OA; AND a7
J PHASE IV STUDIES

IV. DRUG EXPERIENCE

3 PHASE IV SURVEILLANCE/EPIDEMIOLOGY PROTOCOL

< DRUG USE ¢.g. POPULATION EXPOSURE, ASSOCIATED DIAGNOSES

3 CASE REPORTS OF SPECIFIC REACTIONS (List below)
2 COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP

0 SUMMARY OF ADVERSE EXPERIENCE

O POISION RICK ANALYSIS

O REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY »

V.. SCIENTIFIC INVESTIGATIONS

O CLINICAL

O PRECLINICAL
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